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(f) The device has been registered in
the Sealed Source and Device Registry.

[30 FR 8192, June 26, 1965, as amended at 33
FR 6463, Apr. 27, 1968; 43 FR 6923, Feb. 17,
1978; 77 FR 43693, July 25, 2012]

§32.54 Same: Labeling of devices.

(a) A person licensed under §32.53 to
manufacture, assemble, or initially
transfer devices containing tritium or
promethium-147 for distribution to per-
sons generally licensed under §31.7 of
this chapter shall, except as provided
in paragraph (b) of this section, affix to
each device a label containing the radi-
ation symbol prescribed by §20.1901 of
this chapter, such other information as
may be required by the Commission in-
cluding disposal instructions when ap-
propriate, and the following or a sub-
stantially similar statement which
contains the information called for in
the following statement:?!

The receipt, possession, use, and transfer
of this device, Model* ) , Serial
No.* , containing (Identity
and quantity of radioactive material) are
subject to a general license or the equivalent
and the regulations of the U.S. NRC or of a
State with which the NRC has entered into
an agreement for the exercise of regulatory
authority. Do not remove this label.

CAUTION—RADIOACTIVE MATERIAL

(Name of manufacturer, assembler, or initial
transferor.)*

*The model, serial number, and name of
manufacturer, assembler, or initial trans-
feror may be omitted from this label pro-
vided they are elsewhere specified in labeling
affixed to the device.

(b) If the Commission determines
that it is not feasible to affix a label to
the device containing all the informa-
tion called for in paragraph (a) of this
section, it may waive the requirements
of that paragraph and require in lieu
thereof that:

(1) A label be affixed to the device
identifying:

(i) The manufacturer, assembler, or
initial transferor; and

(ii) The type of radioactive material;
and

1Devices licensed under §32.53 prior to Jan-

uary 19, 1975 may bear labels authorized by
the regulations in effect on January 1, 1975.
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(2) A leaflet bearing the following in-
formation be enclosed in or accompany
the container in which the device is
shipped:

(i) The name of the manufacturer, as-
sembler, or initial transferor,

(ii) The type and quantity of radio-
active material,

(iii) The model number,

(iv) A statement that the receipt,
possession, use, and transfer of the de-
vice are subject to a general license or
the equivalent and the regulations of
the U.S. NRC or of an Agreement
State, and

(v) Such other information as may be
required by the Commission, including
disposal instructions when appropriate.

[33 FR 16331, Nov. 7, 1968, as amended at 40
FR 8785, Mar. 3, 1975; 43 FR 6923, Feb. 17, 1978;
63 FR 39483, July 23, 1998]

§32.55 Same: Quality assurance, prohi-
bition of transfer.

(a) BEach person licensed under §32.53
shall visually inspect each device and
shall reject any that has an observable
physical defect that could adversely af-
fect containment of the tritium or pro-
methium-147.

(b) Each person licensed under §32.53
shall:

(1) Maintain quality assurance sys-
tems in the manufacture of the lumi-
nous safety device in a manner suffi-
cient to provide reasonable assurance
that the safety-related components of
the distributed devices are capable of
performing their intended functions;
and

(2) Subject inspection lots to accept-
ance sampling procedures, by proce-
dures specified in paragraph (c) of this
section and in the license issued under
§32.53, to provide at least 95 percent
confidence that the Lot Tolerance Per-
cent Defective of 5.0 percent will not be
exceeded.

(c) The licensee shall subject each in-
spection lot to:

(1) Tests that adequately take into
account the individual, aggregate, and
cumulative effects of environmental
conditions expected in service that
could adversely affect the effective
containment of tritium or pro-
methium-147, such as absolute pressure
and water immersion.
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